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OPINION
FIRESTONE, Judge.
This matter comes before the court on Petitioner’s Motion for Review of Specid
Magter Lavon French’sdismissal of her clam for compensation under the National
Childhood Vaccine Injury Act of 1986, as amended, 42 U.S.C. § 300aa-1--34 (“Vaccine
Act” or “Act”). Petitioner seeks compensation for injuries alegedly resulting from the

adminigtration of two hepatitis B vaccinationsin 1996. After careful review of the record



presented, the court finds that the decison of the Specid Master was arbitrary and
capricious, an abuse of discretion, and otherwise not in accordance with law. Accordingly,
as provided for under the Vaccine Act, the court will issueits own findings of fact and
conclusions of law pursuant to 42 U.S.C. § 300aa-12(e)(2)(B).
. FACTUAL BACKGROUND

Petitioner, Casey Hocraffer, filed a petition in 1999 dleging that, after recaiving
two hepatitis B vaccinations, the first on November 7, 1996, and the second on December
11, 1996, she suffered, inter dia, the following injuries: an encephaopathy,* Reye's
Syndrome,2 and mental and physical deficits as a result of the encephaopathy. Petitioner
aleged that she met the criteriafor compensation under the Vaccine Act for a“Non-Table’
injury. Under 8 300aa-11 of the Vaccine Act, a petitioner may establish aright to
compensation upon proof that (1) the petitioner received one of the covered childhood
vaccines on the “Table’ of vaccines covered by the Act; (2) the petitioner suffered an injury
or aggravated an injury set forth in the Table associated with the vaccine, or sustained an

injury, illness, disahility, or condition not set forth in the table [i.e. a Non-Table Injury] but

which was *caused” by the vaccine; (3) the petitioner suffered complications from the

vaccine which lasted for more than sx months, died, or was hospitaized and had a surgica

! Encephdopathy is smply, “adisease of the brain.” Merriam-Webster's Collegiate Dictionary
380 (10th ed. 1998).

2 Rey€ s Syndrome is characterized by increased fattinessin the liver and encephalopathy, or
brain injury, the manifestation of which can range in severity from mild lethargy and irritability to severe
coma. Pet'r Ex. P (Jay M. Meythder & Raiv R. Varma, Reye' s Syndrome in Adults, 147 Arch.
Intern. Med. 61 (Jan. 1987)).




procedure resulting from the vaccinatior?; (4) the petitioner has not collected an award or
settlement for such vaccine injury or death; and (5) the illness, disability, injury, condition
or death described in the petition was not due to factors unrelated to the administration of
the vaccine described in the petition. See 42 U.S.C. § 300aa-11(c)(2).

Petitioner alleged that she contracted Reye' s Syndrome following her hepatitis B
vaccinaions and that this“Non-Table’ injury caused her to be hospitalized and to sustain a
surgicd intervention. In addition, Petitioner dleged that she suffered the resdud effects
of the Reye' s Syndrome for more than six months. She did not, however, clam that her
current health condition, as of the hearing in 2003, was related to her Reye' s Syndrome.

According to the medica records, Ms. Hocraffer was born on February 10, 1981.
Between her birth and her receipt of the hepatitis B vaccinationsin 1996, Ms. Hocraffer
suffered avariety of illnesses. She was hospitaized four times for dehydration and three
times for ovarian cystectomies. She had aso been treated for recurrent urinary tract
infections. She had a history of irritable bowel syndrome, and suffered from wrig,
shoulder, and right and left kneeinjuries.

Although specific vaccination documentation is not available, the records indicate

that Petitioner received her first dose of the hepatitis B vaccine from a Public Hedlth nurse

3 The Vaccine Act was amended in 2000 to include hospitalization and surgica intervention as
a compensable consequence of avaccine injury. The amendment provided thet it applied to dl
petitions pending on the date of its enactment. Childrens Hedlth Act of 2000, Pub. L. No. 106-310 8§
1701, 114 Stat. 1101 (Oct. 17, 2000). Petitioner filed her petition on July 29, 1999 and a decison
was issued on March 12, 2004. Therefore, this petition was pending on the date of the amendment’s
enactment.



at her school on November 7, 1996. On November 12, 1996, five days after her initial
vaccination, Petitioner went to her family physician, Dr. David Crozier, complaining of a
sore throat, difficulty swalowing, and low grade fever. She was treated with fluids,
phenylfenesin, and Flonase nasd spray. Pet'r Ex. A a 3. Petitioner returned to Dr. Crozier
on November 15, 1996 complaining of central chest discomfort, shortness of breath, and a
minor sorethroat. At that time, she was diagnosed with non-strep, non-mononucleos's
pharyngitis and an upper respiratory infection and was prescribed increased fluids, vitamins,
Gatorade, and a Vanceril inhaler. 1d. On November 23, 1996, the Petitioner returned to Dr.
Crozier complaining of increasing Snus congestion, sore throat, fever, and occasiond
headaches. She was given the antibiotic, Septra. 1d. When her symptoms perssted, she
returned to Dr. Crozier, on November 26, 1996, and was given anew antibiotic, Lorabid.
Id. a 4. Her medicd records indicate that Tylenol caused her to vomit and thus, in
November 1996, her doctor recommended that she take Advil for fever and pain. Id. at 3.
On December 2, 1996, Petitioner returned to Dr. Crozier for awrist injury. Her records
indicate that she was better following use of the Lorabid. Id. at 4. On December 5, 1996,
Petitioner again returned to Dr. Crozier, thistime complaining of three days of nauses,
weekness, and achiness. She was diagnosed with vira gadtritis and was treated with Zantac.
Id. On December 6, 1996, Dr. Crozier noted that a call from Petitioner’ s mother indicated
that Petitioner was “feding dightly better.” Id.

Theresfter, on December 11, 1996, Petitioner received her second dose of the

hepatitis B vaccine. On December 16, 1996, Petitioner developed pernicious vomiting
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(every 7-10 minutes) and was admitted to the hospital on December 17, 1996. According
to the emergency room records, Dr. Crozier had prescribed Phenergan suppositories to
stop Petitioner’ s vomiting, but when the Phenergan did not work, her mother became
concerned and the Petitioner was taken to the hospital. Pet’r Ex. C a 101. The hospital
records document that Petitioner had been previoudy hospitalized on four prior occasons
for dehydration. 1d.

Laboratory tests were conducted on the day Petitioner was admitted. These tests
showed aminimd increasein her serum AST (liver enzyme). 1d. at 94. Petitioner had been
given liver function tests on December 6, 1996 which showed normd liver functioning.
While in the hospital, Petitioner was treated with intravenous fluids, Demerol, morphine,
and Phenergan. 1d. at 101. She complained of headaches and photophobia, aswell as
lethargy and irritability. Petitioner had alumbar puncture, asurgica procedure,” to rule out
infection. The results of the lumbar puncture were normd. 1d. During her hospitdization
Petitioner was given additiond tests that showed a sgnificant risein her liver enzymes and
higher than normad ammonialevels. |d. Based on these results, Petitioner was tested for a
variety of vird agents that might explain her condition. She was tested for hepatitis A, B,
and C. Thetests showed that Petitioner was beginning to have an immune response to

hepatitis B, following her vaccination, but was negative for hepatitisA and C. Id. at 108.

* The court specifically requested supplementa briefs on the issue of Petitioner’s dlaim for relief
based on a hospitdization and surgical intervention. Respondent did not object to Petitioner’s
characterization of her lumbar puncture as a“ surgicd intervention.” See Resp't Suppl. Br. a 2-3. The
court finds that Respondent has therefore conceded thisissue.
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Her tests for cytomegdovirus (CMV), Epstein-Barre virus, and mononucleoss virus were
negdtive. Id. at 109, 99; see also Tr. at 42-43. While tests showed that she had an elevated
adenovirusindex, later resultsindicated that she was not likely suffering from an

adenovirus ether before or during her hospitalization.® |d. at 109, 118. Based on these
test results, Petitioner was given a presumptive diagnoss of Reye' s Syndrome by the

hospitd physcians. 1d. a 101. After improving, she was discharged on December 22,

1996, with orders to have afollow-up

vigt with her primary care physician within afew days. The follow-up vist indicated thet
her liver function had returned to normd. |d. at 116.

After her release from the hospital in December 1996, Petitioner continued to have
respiratory hedth problems. In April 1997, Dr. Crozier referred her to Dr. Nathaniel
Ratnasamy, an infectious disease pecidig, for her recurrent respiratory tract infections.
Petitioner aso clamed that her motor and cognitive skills have diminished following her
contraction of Reye' s Syndrome.

Petitioner has had additional hedlth issues from 1997 to the present time.

® As discussed later, athough the Specia Master found that Petitioner tested positive for
adenovirus, the record plainly shows that she was not likely suffering from an adenovird illness before
or during the period of her hospitaization. As Respondent’s own expert made clear, Petitioner’s
adenovirus titers were elevated while she was hospitdized, the test requires follow-up study and her
follow-up adenovirus index on February 6, 1997 made it plain that the virus was not alikely cause of
her hospitdization in thefirst instance. Resp't Ex. C at 4. Thisview was dso shared by Petitioner’s
two experts.



Petitioner was hospitalized on multiple occasions in 1999, 2000, and 2001 for avariety of
reasons, including dehydration, mononucleos's, difficulty swalowing, pain associated with
migraine headaches, and acute abdominad pain. She has dso been diagnosed with pelvic
inflammatory disease and endometrioss.
[I. THE JUNE 17, 2003 HEARING

A hearing was convened on June 17, 2003 a which oral testimony was presented by
both Petitioner and Respondent. Petitioner presented the testimony of Dr. Nathaniel
Ratnasamy, Petitioner’ s treating physician and infectious disease specidist. Dr. Rathasamy
was in practice at the McFarland Clinic in Ames, lowa. He has congderable experience
with vaccines. Petitioner dso cdled Dr. James Heubi, a nationaly recognized expert on
Rey€e s Syndrome. Dr. Heubi is a pediatric gastroenterologist who specidizesin pediatrics,
gastroenterology and nutrition. He serves as an atending physician a the Children’s
Hospitd in Cincinnati, Ohio and is program director of the Genera Clinical Research
Center, aNationd Ingtitute of Hedlth-funded research program. Dr. Heubi isaso medica
director of the Nationd Reye' s Syndrome Foundation and has extensive experience with
the diagnosis and treatment of Rey€e' s Syndrome.

Petitioner endeavored to show through these two witnesses that: (1) Petitioner had
Rey€e s Syndrome; (2) Reye s Syndrome requires avird trigger; (3) the hepatitis B vaccine
can serve asthe trigger for Reye's Syndrome; (4) the hepatitis B vaccination was the only
logicd tempord trigger for Petitioner’s Reye' s Syndrome; and (5) Petitioner’ sReye's

Syndrome caused hospitdization and surgicd intervention, i.e. the lumbar puncture, as well



as sequel ae® for more than six months.

At the hearing, Dr. Ratnasamy testified that he believed that Petitioner’s
hogpitdization in December 1996 and follow-on illnessesin 1997 were caused by
Petitioner’s hepatitis B vaccinations in November and December 1996. He explained that,
initidly, he was not certain of any causd relationship between Petitioner’ s receipt of a
hepatitis B vaccinaion and the onset of illness; thiswas reflected in hisinitid trestment
notes. However, he went on to explain that he came to believe that the antigen in the
hepatitis B vaccine was the cause of her Reye' s Syndrome when the vaccination became the
only identifiable cause of her illnessesin December 1996. Specificdly, Dr. Ratnasamy
gated, “In the course of evauation of people, both through a process of differentiad
diagnoses’ where we say, you know, you have alist of working diagnoses and you' re shaking
out things. At this point, the hepatitis B surface antigen is.. . . the most likdly trigger for the
course of eventsin November and December of ‘96.” Tr. at 25. Dr. Ratnasamy further
testified that Petitioner’ s subsequent respiratory infections and other problemsin 1997
were aresult of her Reye's Syndrome.

In response to a question asking, “[i]sit fair to say that you consder it the most

likely trigger because of the temporal association between the shot and the onset of

® Sequelae are aftereffects of adisease or injury. Merriam-Webster’ s Collegiate Dictionary
1068 (10th ed. 1998).

" Asdiscussed in detall infra, “differentid diagnosis’ is*“a standard scientific technigue of
identifying the cause of amedica problem by diminating the likely causes until the most probable oneis
isolated.” Westberry v. Gidaved Gummi AB, 178 F.3d 257, 263 (4th Cir. 1999).
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symptoms,” Dr. Ratnasamy explained:

[t]he tempora as well as a lot of review of literature, | think. You know, anytime

we introduce an antigen into the body, there is potentid for a variety of

reactions, serum sickness type of reactions, and you probably saw in one of the
exhibits the LFT [liver functions tests] abnormalities that have been reported
with the hepaiitis B. So, again, and | think based on the sequence of events as
well as other case reports, | think hepatitis B is very possible.

Tr. at 25.

Finaly, Dr. Ratnasamy stated that while he recognized that there was no medica
literature linking Reye' s Syndrome with hepatitis B he believed that the hepatitis B
vaccination was il the likely cause. Dr. Ratnasamy explained, “The only report I'm aware
of isthe hepatitis A being associated concurrent with Reye' s Syndrome, but again, t
here are things that people see[as] an isolated incident that don’t dways makeit into
referred literature” Tr. at 33.

Dr. Heubi daborated on Dr. Ratnasamy’ s testimony based on his extensive expertise
with cases of Rey€' s Syndrome. Dr. Heubi explained that he believed to a medical certainty
that Petitioner had Reye' s Syndrome and that the Reye' s Syndrome had been triggered by
her second hepatitis B vaccination on December 11, 1996. Tr. at 39, 43, 48, 56. He
explained that in order to develop Reye's Syndrome there must be a trigger or “prodromal
illness” which is usudly some type of virus and thet a reaction to the trigger occurs
conggtently within 3-7 days, dthough usualy within 3-5 days. Dr. Heubi explained:

In this particular individua, she was immunized . . . on the 11" of December. On

the 16" of December she started having vomiting. Vomiting, we believe, is the

intid presenting complant of these patients with Reyes Syndrome, and
typicdly it's repetitive as it was in her case. . . . What happened with this girl was



that she had repetitive vomiting. She was brought to the emergency room. Then
, intidly, she had very minmdly eevated liver enzymes, but then they
subsequently rose to a point where it was pretty consistent or absolutely
conggent with the kind of rise you see with Reye's Syndrome, and then they
declined to norma over time. . . . In addition, she had a mild elevation of serum
ammonia, which is aso commonly seen . . . . In her case it was only mildly
elevated, and dhe redly experienced only some lethagy and some irritahility,
which makes her avery mild case of Reye's Syndrome.

Tr. at 40-42.
Dr. Heubi then went on to explain the differentia diagnosis of Reye's Syndrome:

The other thing that was done, . . . [were] studies to make sure there weren't any
other vird agents that were likdy to be the cause of her infection So they
tested for hepatitis A. They tested for hepatitis B. They demonstrated that she
was beginning to have an immune response to hepditis B, because she had an
antibody to the surface antigens associated with hepatitis B. She had tests for
hepatitis C which were negative. She had tests for cytomegdovirus, Epstein
Barr virus mono virus, dl of which were negative, as wdl as adenovirus. Those
are the agents that are commonly associated with this kind of a problem. In
addition, they did a lumbar puncture to look a her spinad fluid to rule out
encephdlitis, and they excluded that diagnosis. So overdl, she fulfilled the CDC
criteriafor the diagnosis of Reye' s Syndrome.

Tr. at 42-43.

Dr. Heubi then further testified that he believed the Reye' s Syndrome had been
caused by the hepatitis B vaccination, because “the other causes® have been diminated from
testing.” Tr. at 55. Dr. Heubi acknowledged that Petitioner did not have aliver biopsy,
which is sometimes done to absolutely confirm a Reye's Syndrome diagnosis, but said that

abiopsy would not be performed in amild case like Petitioner’s. Tr. & 68. Dr. Heubi aso

8 The most common causes of Reye's Syndrome are Influenza A or B, or chicken pox,
athough many other viruses have been associated with the onset of Reye' s Syndrome. See Tr. at 43-
44. Itisnot disputed that Petitioner did not have Influenza A or B or chicken pox.
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explained why he did not find the albsence of medicd literature drawing adirect link
between the hepatitis B vaccine and Reye' s Syndrome problematic. Dr. Heubi stated that
“virtualy any virus you can think of has been associated with the onset of Reye's
Syndrome.” Tr. a 61. He explained dsawhere in his tesimony as follows:
[1]f you look at the literature in terms of epidemiologica studies, a myriad of
virusss have been associated with [Reye's Syndrome]. Has there been a

documented case where hepatitis B vaccine has been associated with this and
reported in the literature. Absolutdly not. Now is it plausble that this could

actually be the prodromd illness? Absolutely. . . . Hepatitis B vaccine, because
it dimulaes a response in the hogt, could be a surrogate just like any other viral
agent.

Tr. at 43-44.

When asked if he could then pinpoint the component in the vaccine that causes
Reye' s Syndrome, Dr. Heubi explained, “it would be the antigen or the materid that wasin
the vaccine that would be like any other virus that would precipitate a series of dterations. .
.that . . . would lead to the disease. So it would be the antigenic or the protein materia that
was produced from the surface antigen of the normal hepatitis B virus.” Tr. a 54-55. Dr.
Heubi concluded that this antigen would act as any other virus would, as a prodromd, or
preceding illness. Tr. at 55.°

Dr. Heubi emphasized that he believed the timing of the vaccination was very
important to his opinion due to the unique nature of Reye' s Syndrome. He Stated that the

timing of avird illness and the onsat of Reye' s Syndromeis critica to a Reye s Syndrome

° Dr. Heubi also addressed the Special Master’ s questions regarding the relationship between
bacterid infections and Reye' s Syndrome. Tr. a& 67. Dr. Heubi explained that Reye' s Syndrome has
been linked to “only vird agents” 1d.
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diagnosis, and that here “the time sequence was virtudly dead on for that immunization
being her preceding or prodromd illness.” Tr. a 39. And on cross-examination, when
asked, “[h]ow important is the tempora association to your opinion . .. ,” Dr. Heubi
responded:
Pretty important. 1t probably gets into the better than 50 percent range, because
| don't see any other rea obvious prodromd illness that occurred just at that
particular point in time. | know she had a myriad of other problems. There is
no question about that. But this seems to be the focus thing that happened at that
particular point in time.
Tr. at 69.
In this connection, Dr. Heubi also explained that while the precise biologica
mechanism that causes Reye' s Syndrome is not understood, it is well-recognized that
Reye' s Syndrome istriggered by avird illness and that it was only after other potentid
vira illnesses were ruled out that he concluded that the cause was her vaccination. He
explained that he had reached this conclusion to a*“reasonable degree of medica certainty”
and that the use of differentid diagnosis [the dimination of other potentid causes] wasa
common medica technique. Tr. at 56.
Dr. Heubi aso addressed Respondent’ s contention that Petitioner’ s vomiting on
December 17, 1996 was caused by the same gastrointestind virus she had been treated for
on December 5, 1996, prior to her vaccination on December 11, 1996. Dr. Heubi stated
that he did not think that Petitioner’s early intestind problem was the cause of her

hospitalization because, “she never had any diarrhed’ during the time she was hospitalized.

Tr. a 62. He went on to explain that “because we commonly see kids that have vomiting
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and diarrhea that’ s such very common viruses, and we generdly don't pay much attention to
them . ... Incontragt, with Rey€ s Syndrome, they typicdly and generdly . . . have no
diarrhea and that’ s one of the things that actudly separates from gastroenteritisasa
presented complaint.” Tr. a 62-63. Dr. Heubi explained that the vomiting associated with
Rey€e' s Syndromeis a*“ consequence of [an] injury to the brain . . . theré s no direct attack

on the gastrointestind tract.” Tr. at 63.

Dr. Heubi aso consdered and rgjected Respondent’ s theory that Petitioner’s
increased liver function tests during her hospitalization were caused by atoxic reaction to
the Phenergan, the anti-vomiting drug Petitioner was given to sop her vomiting. Tr. & 67.
Dr. Heubi explained that Petitioner’ s test results did not reved the most typica toxic
reaction to the drug: “her bilirubin did not rise, her dphaphosphase was normd, and she had
afarly remarkable increase in her liver enzymes. So | believe thisis more congstent with
Reye' s Syndrome than would be with Phenergan.” Tr. a 68. Helater sated, “if they had
Phenergan toxicity, the picture is totdly different than it iswith Reye's Syndrome.” Tr. &
139. He dso noted that Petitioner’ s vomiting started before she received the Phenergan
and thus her Rey€e' s Syndrome had started before she received the drug. Tr. at 140.

Findly, Dr. Heubi discussed whether any of Petitioner’ s other hedth problems
following her recovery from Reye s Syndrome were sequelae of Reye' s Syndrome. Dr.
Heubi explained that there could be neurologic or neuropsychiatric problems but that “I

don’'t know whether it existsor not.” Tr. a 65. He testified that “with milder cases [of
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Reye' s Syndrome], there tends to be little problem in terms of long term sequelae. The
more severe your case isin terms of coma grade, the more likely you're going to have
neurologic sequelae, dl theway to death.” 1d. Dr. Heubi stated that he had read the
affidavit of Petitioner’s mother regarding Petitioner’ sloss of cognitive and sports ability
following December 1996, Pet'r Ex. D, but said that “it’s hard to know whether it s directly
reated or not.” Tr. a 75. He admitted that it was“possble” Tr. a 80. He dso stated, “it
is more likely than not that the level of her encephdopathy that she had with [Rey€e's
Syndrome] did not result in any sgnificant neurologica psychiatric sequelae” Tr. at 79.

At the close of Dr. Heubi’ s testimony, Respondent presented the testimony of Dr.
Alan |. Brenner, who is board-certified in internd medicine and rheumatology andisaso an
expert in drug-induced hepatotoxicity.’® Tr. at 85. Dr. Brenner conceded that heis not an
expert in the diagnosis or treatment of Reye's Syndrome. Tr. at 86. He aso admitted that
he is not a gastroenterologist and does not work with children. Id. Dr. Brenner nonetheless
tetified that he did not believe that Petitioner had experienced Reye' s Syndrome. Rather,
he gtated that in his opinion Petitioner had experienced a hepatotoxic reaction to one or
more of the drugs she had been taking or was given. “In my opinion, it's very difficult in her
case to separate out Reye' s Syndrome from possible drug-induced hepatotoxicity.” Tr. at
87-88. Dr. Brenner conceded that Dr. Heubi had properly noted that “[Phenergan] toxicity

is more commonly cholstatic and associated with arise in serum bilirubin and jaundice and

10 A sate of toxic damageto the liver. Merriam-Webster's Collegiate Dictionary 542 (10th ed.

1998).
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an elevated dcoenphosacase.” Tr. a 88. However, Dr. Brenner maintained that:
[T]he hepatitic variety of reaction to these drugs . . . can be of severa different
varieties, and that's been reasonably wedl demonstrated. | should aso point out
that prior to the onset of [Petitioner's] acute illness for which she was
hospitdlized, she was teking other drugs that are potentidly hepatotoxic,
induding ibuprofen, naproxen, lorabid, the antibiotic. . . . I'm just pointing out
that there are a whole host of possble hepatotoxic scenerios that one could

make that actudly occur much more commonly in this day and age than Rey€'s
Syndrome.

Tr. at 89.
Dr. Brenner dso pointed out that:
[1]t has been advised that Phenergan not be given to children who are vomiting
. .. 0 that its manifedtation is not confused with Reye's Syndrome. At the very
least, a dose of 25 milligr)ams every sx hours, [which is what Petitioner was
given in the hospitd] . . . would be expected to make any of us lethargic and
perhaps irritable. . . . So the association between [Petitioner’s] hepatic insult and
the central nervous system sequelae may have been Reye's Syndrome or may
have been drug induced. . . . the only way any of us would ever have known . . .
would have been to do aliver biopsy.

Tr. at 88-89.
Dr. Brenner explained that he believed Petitioner’ s vomiting on December 16, 1996

semmed from the gastrointestind illness she had complained of in early December, before

she had her second hepatitis B shot. Dr. Brenner stated that this earlier virus was the likely

cause of Petitioner’s hospitalization. Tr. a 91. He Stated that “a gastrointestind syndrome

that may have begun even 10 days earlier that culminated in severe vomiting” was a

potentia cause of her hospitdization. Tr. a 125. According to Dr. Brenner, “there’ s no

way of knowing” if the vird gastroenteritisinduced Reye' s Syndrome. Tr. & 91-92. In his

view, however, Petitioner never had Reye' s Syndrome. Dr. Brenner further opined that
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Petitioner more likely than not experienced drug induced hepatotoxicity rather than Reye's
Syndrome. Tr. & 92. Dr. Brenner pointed to certain blood tests which revealed that she
developed eosinophilia'! as her liver tests wereimproving. Apparently, thisresponseisa
“common blood manifestation of some liver injuries[from] . . . drugs like Phenergan.” Tr.
a 92. Dr. Brenner therefore concluded that “the sudden onset of the eosinophils during her
hospitalization suggested to me a drug induced hepatotoxicity.” Tr. at 92.

Dr. Brenner further testified that he did not believe that Petitoner’s current
condition was related to her hogpitalization in December 1996. Instead, he stated that in
his opinion, Petitioner was suffering from “something caled Centrd Sengtivity
Syndrome.” Tr. at 94. Dr. Brenner explained that “Central Sengtivity Syndromeisa
complex of conditions, anong which areirritable bowe syndrome, . . . irritable bladder,
which isasense of recurring urinary tract infections with steriod urine, the
musculoskeletal condition fibromyagia, migraine headache, temporo-mandibular joint
dysfunction and very often, neuropsychiatric manifestations, particularly cutaneous
paresthesia, numbness and tingling [of the skin] without an anatomic bags.” Tr. a 94-95.
Dr. Brenner concluded, “in my opinion, if | look back at [Petitioner’s] history and | look
forward to what | know about [Petitioner’ g history, that’s her story.” Tr. at 95.

Dr. Brenner was then asked, “[i]sit fair to say then, that whether Dr. Heubi isright,

that the hospitdization was reflective of the Reye' s Syndrome, or whether you were

11 Eodnophiliais an increase in certain white blood cells or other granulocytes that are easily
stained by eosin, ared or brown dye. Merriam-Webgter's Collegiate Dictionary 388 (10th ed. 1998).
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correct, that . . . those symptoms that occurred during the hospitdization were reflective of
some drug induced problem, isirrdevant to the red inquiry asto the cause of [Petitioner’s|
current condition?’ He responded, “Absolutely. Yes, gr.” Tr. a 96. Seeaso Tr. at 136.

Dr. Brenner dso offered an opinion with respect the causa effect between the
hepatitis B vaccine and Reye' s Syndrome.  Dr. Brenner confirmed that there was no
evidencein the medicd literature documenting any case where the hepatitis B vaccine or
hepatitis B had been atrigger for Reye’' s Syndrome. Tr. at 100. Indeed, Dr. Brenner
reiterated Dr. Heubi’ s statement that no one knows what causes Reye' s Syndromein the
firdt ingance. Dr. Brenner stated that in his opinion the only link between Petitoner’s
Reye' s Syndrome, if she had Reye' s Syndrome, and the hepdtitis B vaccine was “tempord.”
Tr. a 102. Dr. Brenner conceded that there was evidence of a“medically acceptable
tempora relationship between the vaccination and the onset of the injury,” but stated that
this did not prove that the relationship was “causd.” Tr. a 106-07. Dr. Brenner explained
that he did not think that the hepatitis B vaccine could cause Rey€e' s Syndrome because the
amount of viral agent in the vaccineistoo smdl. Tr. a 100. Although he offered no
medical or scientific evidence to support his point, and is not an expert in Reye's
Syndrome, he stated that “it’' s not biologicdly plausible’ to assume that the vaccine could
trigger Reye' s Syndrome. Tr. at 100.

In addition to the testimony received, the Special Magter also considered the report
filed by Dr. Robert Lipnick, a pediatric rheumatologist, who had been Respondent’s

original expert inthe case. Dr. Brenner replaced Dr. Lipnick after Dr. Lipnick had to
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withdraw from the case due to time condraints. See Resp't Mot. Exten. Time (October 1,
2002). Inits“Prehearing Submission” filed on June 13, 2003, Respondent stated that it
“will present testimony of Alan I. Brenner, M.D. Dr. Brenner will testify in person and will
be the respondent’ s only witness” It is not disputed that Petitioner did not have notice of
the Specid Master’ s decision to consider the report filed by Dr. Lipnick until after her
decision was issued.

In her opinion, the Specid Magter relied on Dr. Lipnick’ s recitation of Petitioner’s
medica history and on Dr. Lipnick’s assessment of the possible cause of Petitioner’s
Reye s Syndrome. “Reye' s Syndrome certainly may follow any vird infection and again
though tempordly related to the second hepatitis B vaccine injection it is not likely
causdly rdated. She did have eevation of Adenovirustiter during thet hospitdization and
her course of amild Rey€e s-like syndrome certainly is consstent with an Adenovirus
infection.” Resp't Ex. A a& 4. Dr. Lipnick did not address the disclaimer on the |aboratory
test which stated with respect to the adenovirus test results, “CLINICAL
INTERPRETATION OF COMPLEMENT FIXATION TEST RESULTS REQUIRES
COMPARISON OF ACUTE SERUM SAMPLE TO A CONVALESCENT SERUM
SAMPLE. THE CONVALESCENT SAMPLE SHOULD BE OBTAINED 3-6 WEEKS
LATER. ... A FOUR-FOLD RISE IN TITER DURING CONVALESCENCE IS
INDICATIVE OF RECENT INFECTION.” Pet'r Ex. Cat 109. On January 29, 1997,
Petitioner had afollow-up test which showed that her adenovirustiters had falen by half.

Id. at 118. It was apparently these test results which led all of the witnesses at the hearing,
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including Respondent’ s expert, Dr. Brenner, to conclude that Petitioner had not been
suffering from an adenovirus a the time of her hospitdization. Rep't Ex. Ca 3. (“A
follow up adenovirusindex was 16 . . . suggesting that this virus was unlikely the cause of
the. . . illnesswith onset 12/16/96.”).
11 . SPECIAL MASTER’SENTITLEMENT DECISION

The Specid Madter issued her entitlement decison (“Decison” or “Dec.”) denying
compensation on March 12, 2004. In her decision she concluded that Petitioner had failed
to adequately establish that Petitioner’ s hepatitis B vaccination triggered her hospitalization
and surgicd intervention or caused any long term effects beyond six months. The Specid
Master found that Petitioner had suffered from Reye' s Syndrome, but she was not
persuaded that there was a“clear causal link [between her Reye's Syndrome and] the
hepatitis B vaccine.” Dec. a 17.12 She sated, “Petitioner has not established a likely
mechanism of causation, no logica sequence of cause and effect showing that the
vaccination was the reason for theinjuries and their sequelae” 1d. Shefound that “Central
Sengitization Syndrome and/or medication toxicity are amore likely and viable cause of

petitioner’ s unfortunate condition.” Id. The Specid Master went on to find, “[Petitioner’ g

12 Although the Special Master found that the Petitioner had devel oped Reye's Syndrome,
Dec. a 16, she determined that she had not presented sufficient evidence that she had suffered an
encephaopathy. Dec. a 4. However, Petitioner had demonstrated through Dr. Heubi that the
pernicious vomiting that marks the onset of Reye' s Syndrome is triggered by the injury to the brain, i.e.
the encephaopathy. Tr. a 63 (“*[Rey€e s Syndrome patients] have vomiting and not diarrhea. . .
[becauss] the disease affects the organdlles, or the little portions within the cell, [inthe brain]. ... The
consequence of thisinjury to the brain is vomiting.”).
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medicd records reved alitany of symptoms that preceded her hepatitis B vaccinations,
including elevated Adenovirustiters” Dec. a 18. She then found that Dr. Brenner's
explanation of “medication toxicity as the cause of symptoms [Petitioner] suffered after
vaccinationsis highly persuasive, negating petitioner’ s assartion of lack of dternative
caue” Dec. a 18. Although she found that Petitioner had “ Reye s syndrome,” she did not
rule out Dr. Brenner’ s dternative theories of causation. Dec. a 16. Specificaly she found
that “it is probable that at least some of the symptoms following the second vaccination,
were areaction to any one of severa medications administered. Furthermore, nothing in
the record indicates that Reye' s syndrome and Centrdl Sensitization Syndrome are mutualy
exclusve” Dec. a 16. She noted that “Petitioner admits to a dearth of literature
atributing the onset of Reye s syndrome to the hepatitis B vaccine. Respondent furnished
the court with literature supporting his theory that specific medications [Petitioner] took
were know to cause, in sendtive individuass, the symptoms [Petitioner] exhibited.” Dec. at
18. The Specid Master further noted that Petitioner’ s “medica record shows that she had,
a times, suffered dlergic reactions to Tylenol,*® one of the many medications she was
using a the time shewas vaccinated.” |d. Based on thisanadyss, the Specid Master
concluded that “respondent’ s medica explanation of alogica sequence of cause and effect

[is] more persuasive than that of petitioner.” Dec. at 19. She stated that “ respondent

13 As discussed supra, Petitioner was directed to stop taking Tylenol in November 1996 when
it caused her to vomit. She was then switched to Advil, which, according to the record, did not create
any Smilar response. See Pet’'r Ex. A a 3.
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persuaded the court that, more likely than not, [Petitioner] would have presented with the

symptoms she did in November and December 1996 had she never received the hepatitis B

vaccine.” Dec. a 18. The Specid Master conceded that “[i]f the court were to, as

petitioner would have it, consider the events of late 1996 as an isolated series of incidents,

it would possibly be more persuaded that [Petitioner] had developed Reye' s a that time

because of the vaccine.” Dec. a 19. She went on to state that she had to consider

petitioner’ s entire medica history and:
A diagnoss of Reye€'s does not explain the unusudly high incidence of illnesses
and injuries that Casey suffered from her earliest years. A diagnosis of Centra
Sengdtization Syndrome provides such explanation. The court is not a dll
convinced that [Petitioner’s] condition is anything but a naturd progresson of

a pattern of illness edtablished years before her exposure to the hepditis B
vaccine; a pattern that, sadly, has continued into adulthood.

For dl of these reasons, the Specia Master determined that Petitioner was not
entitled to compensation.
V. DISCUSSION
A. Background
The Vaccine Act provides two methods for establishing igibility for compensation.

Munnv. Sec'y of Dep't of Hedlth and Human Servs,, 970 F.2d 863, 865 (Fed. Cir. 1992).

As noted above, a petitioner may first demondrate that he or she sustained an injury that is
both listed in the Vaccine Table and occurred within the time provided on the VVaccine

Table. Id. Inthese“tableinjury” cases causation is presumed. 1d. If the facts of the case
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do not comport with the requirements of the Vaccine Table, the petitioner may, in the

dterndive, establish aright to compensation by proving by a preponderance of the evidence

that the vaccine was the “actua cause” of theinjury. 1d.; 42 U.S.C. § 300aa-11(c)(1).
The leve of proof needed to establish anon-Table injury has been discussed by the

Federal Circuit in severa cases. See Shyfacev. Sec'y of Dep't of Hedlth and Human Servs,,

165 F.3d 1344 (Fed. Cir. 1999); Knudsen v. Sec'y of Dep't of Hedlth and Human Servs, 35

F.3d 543 (Fed. Cir. 1994); Grant v. Sec'y of Dep't of Hedlth and Human Servs,, 956 F.2d

1144 (Fed. Cir. 1991). To establish aprimafacie case, a“petitioner must show ‘amedica
theory causally connecting the vaccination and the injury.’” Shyface, 165 F.3d at 1353
(quoting Grant, 956 F.2d at 1148). Put another way, the evidence must show that thereisa
“logical sequence of cause and effect showing that the vaccination was the reason for the
injury.” Grant, 956 F.2d at 1148. To meet this burden, the petitioner must present a
“reputable medicd or scientific explanation” to support the causation theory. I1d. “A
proximate tempora association aone does not suffice to show a causd link between the
vaccinations and the injury.” Id.

However, evidence of a strong tempora relationship combined with either religble
expert opinion or a scientific theory explaining alogicd cause and effect is sufficient to
edablish causation infact. 1d. Inthisregard, the legidative history makes plain that

“evidence in the form of scientific sudies or expert medical testimony” may be used to

establish causation in fact. H.R. Rep. No. 99-908 at 15 (1986) (emphasis added), reprinted

in1988 U.S.C.C.A.N. 6344, 6356. The Federd Circuit has stated, “ causation in fact under
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the Vaccine Act is thus based on the circumstances of the particular case, having no hard
and fast per se scientific or medicd rules. The determination of causation in fact under the

Vaccine Act involves ascertaining whether a sequence of cause and effect is‘logicd’ and

legdly probable, not medicdly or scientificdly certain.” Knudsen, 35 F.3d at 548-49. If a
petitioner is able to establish causation in fact, then the burden shifts to the government to
establish that afactor unrelated to the vaccine was the actua cause of the injury or illness.

42 U.S.C. 8§ 300aa-13(a)(1)(B); Jay v. Sec'y of Dep't of Hedlth and Human Servs,, 998 F.2d

979, 984 (Fed. Cir. 1993).

Here, the Special Master decided that Petitioner had not met her burden. Shedso
found that the government had established that a factor unrdated to the vaccine was the
actual cause of her illness. Based on these conclusions, the Specid Master denied
compensation. This court has been asked to reverse that decision.

In deciding a motion for review of the Specid Magter’ s decision, this court may take
one of severd actions: (A) uphold the findings of fact and conclusions of law of the Specid
Master and sustain the Specid Masgter’ s decision; (B) set aside any findings of fact or
conclusions of law of the Special Magter found to be arbitrary, capricious, an abuse of
discretion, or otherwise not in accordance with law, and issueits own findings of fact and
conclusons of law; or (C) remand the petition to the Specia Master for further actionin
accordance with the court’ sdirection. 42 U.S.C. § 300aa-12(e)(2).

Petitioner chalenges the Specid Master’ sfinding that Petitioner had not

established a causal connection between the hepatitis B vaccinations, and Petitioner’s
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Reye s Syndrome, her hospitalization with asurgical intervention, and sequel ae for more
than Sx months. Petitioner argues that she met her burden, and thus the Specid Magter’s
decison was arbitrary and capricious, an abuse of discretion, and otherwise not in
accordance with law. She argues that the Special Master did not properly consider the
differentid diagnods offered by her expertsto explain the cause of her hospitaization and
that she confused Petitioner’ s present condition, which she does not claim was caused by
the vaccination, with the cause of her Reye' s Syndrome and the illnesses she suffered
immediay following her release from the hospitdl.* In support of her petition for
review, Petitioner aso charges that the Specia Magter erred in consdering Dr. Lipnick’s
report in her find decison. Petitioner argues that she was impermissibly denied aright to
cross-examine Dr. Lipnick or otherwise question his conclusons. She dso identifies
severd other dleged factud errorsin the Specid Master’ s evauation of the evidence.

In response, Respondent defends the Specia Magter’ s decision. Maost importantly,
Respondent charges that Petitioner’ s objections are largely irrelevant on the grounds that
Petitioner failed to prove by a preponderance of the evidence that the hepatitis B vaccine
can lead to Reye' s Syndrome. Accordingly, Respondent argues that the petition must be
dismissed.

B. Petitioner Established a Causal Link Between The Hepatitis B Vaccination

14 At the conclusion of the hearing, counsd for the petitioner stated, “Well, asfar as
[Petitioner’ 5] condition, | have to say that her actud current condition, as of 2003, we' re not arguing
that the present condition is a direct result of the Reye' s Syndrome. What we are arguing isthat, at
least over Sx months, she did have sequelae of the Reye' s Syndrome.” Tr. at 152.
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and Her Hospitalization with Surgical I ntervention dueto Reye' s Syndrome

At the core of Petitioner’ s objections to the Specid Master’ sdecison is her
contention that the Specia Master erred in failing to find a causa relationship between
Petitioner’ s hospitaization with surgicd intervention and her hepdtitis B vaccinaionsin
late 1996. Petitioner complains that the Specid Madter, without fully andyzing
Petitioner’ s evidence, found that Petitioner’ s case was based solely on the tempora
relationship of the vaccination and her hospitalization with Reye' s Syndrome.  Petitioner
charges that the Specid Magter arbitrarily and capricioudy ignored her evidence
establishing a medicdly reiable theory of causation.

In response, Respondent states, “given the lack of literature supporting a causa
connection between the vaccine and Petitioner’ s Reye' s Syndrome, and Petitioner’s
expert’s admission that the cause of Reye' s Syndrome is not fully understood, petitioner’s
theory of actud causation devolved into one of mere tempora relationship.” Resp't Suppl.
Br. & 6. Asnoted above, it iswell-settled that a*tempord relationship” doneis not
sufficient to establish causation in fact. See Grant, 956 F.2d at 1148.

The court agrees with Respondent that Petitioner needed to show more than a
tempora relationship between her hepatitis B vaccination in December 1996 and her
hogpitdization with surgica intervention to establish causation in fact. The court finds,
however, that Petitioner did present sufficient evidence to meet her burden to show
causdtion in fact.

To begin, the court turns to Petitioner’ s theory and the evidence she presented to
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support her contention that the hepatitis B vaccine led directly to her Reye's Syndrome, her
hospitalization, and surgical intervention. Petitioner based her case on the “differentia
diagnosis™®® testimony presented by Drs. Ratnasamy and Heubi to show that Petitioner’s
exposure to the hepdtitis B vaccine was the only likely cause of her Reye's Syndrome and
thus her hogpitalization and surgicd intervention, i.e. her lumbar puncture. It isnot
disputed that both doctors were familiar with Reye' s Syndrome. Indeed, Dr. Heubi was
acknowledged to be one of the nation’ s experts on Reye’ s Syndrome. Both of these
medica experts testified, congstent with the technique of differentid diagnoss, that
Petitioner had Reye' s Syndrome, and that the hepatitis B vaccine was the only likely cause.
Tr. 24-25, 43-44.

Importantly, both experts dso testified that the hepatitis B vaccine can be atrigger
for Reye s Syndrome. Dr. Heubi explained that it is well-settled in the medical community,

as reflected by the medicad literature, that any virus can serve as the prodromd illness or

15 Differentid diagnods, or differentid etiology, is “astandard scientific technique of identifying
the cause of amedicd problem by diminating the likely causes until the most probable isisolated.”
Westberry v. Gidaved Gummi AB, 178 F.3d 257, 262 (4th Cir. 1999); See also Federa Judicia
Center, Reference Manud on Scientific Evidence 470 n.112 (2d ed. 2000). The technique has
“widespread acceptance in the medica community, has been subject to peer review, and does not
frequently lead to incorrect results” Westberry, 178 F.3d at 262 (quoting In re Paoli R.R. Yard PCB
Litig., 35 F.3d 717, 758 (3d Cir. 1994)). Differential diagnosis or differential etiology has been
accepted asreliable under the standards set forth in Daubert v. Merrell Dow Pharm., Inc., 509 U.S.
579, 593-94 (1993) by virtudly every United States Court of Appealsto consider theissue. See
Hdler v. Shaw Indus., Inc., 167 F.3d 146, 154-55 (3d Cir. 1999); Baker v. Dakon Shidd Claimants
Trud, 156 F.3d 248, 252-53 (1st Cir. 1998); Zuchowicz v. United States, 140 F.3d 381, 385-87 (2d
Cir. 1998); Kennedy v. Collagen Corp. 161 F.3d 1226, 1228-30 (9th Cir. 1998), cert. denied, 526
U.S. 1099 (1999); Ambrosini v. Labarraque, 101 F.3d 129, 140-41 (D.C. Cir. 1996); Glaser v.
Thompson Med. Co., 32 F.3d 969, 978 (6th Cir. 1994).
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triggering iliness for Reye' s Syndrome, and thus the hepatitis B vaccine can serve that

function aswell. He eaborated by stating that because the hepatitis B vaccine contains a

virus and creates an immune responsg, it could serve as the trigger for Reye' s Syndrome.2

Tr. at 43-44. Asnoted above, Dr. Heubi testified:
If you look at the literature in terms of epidemiologicd studies, a myriad of
virusss have been associated [with Reyes Syndrome]. Has there been a
documented case where hepatitis B vaccine has been associated with this and
reported in the literature? Absolutedly not. Now is it plausble that this could

actudly be the prodroma illness? Absolutely. . . . Hepatitis B vaccine, because
it dimulaes a response in the hogt, could be a surrogate just like any other viral

agent.
Tr. at 43-44.

As Dr. Heubi noted in his testimony, when Petitioner was tested during her
hogpitdization, it was shown that indeed she was having a response to the hepatitis B
vaccine because she had developed antibodies. Tr. at 43; see Pet'r Ex. C at 108.

Dr. Ratnasamy offered the same andyss. See Tr. at 25. Thus, both of Petitioner’s
experts offered afirm medica opinion based on their experience and knowledge
demongtrating how the hepatitis B vaccine, asavird agent, could lead to Reye' s Syndrome
and Petitioner’ s hogpitalization with surgicd intervention.

In addition, both experts explained why the tempora relationship between the

1eAlthough neither party referenced the Lord v. Sec’y of Dep't of Health and Human Servs,
No. 90-1630V, 1997 WL 588999, at *3 (Fed. Cl. Aug. 21, 1997) decision, in that vaccine case
Specid Magter French hersdf quoted numerous medica treatises that confirmed this point. Indeed, in
one tregtise, vaccines are pecificaly identified as potentia triggers for Reye' s Syndrome. Seeiid. at
*3-4, (citing Kenneth F. Swvaiman, Pediatric Neurology 1238-39 (2d ed. 1994).
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vaccinations and Petitioner’ sillnesswas critical to their medicad opinions. In certain

cases, like this one, the tempord rdationship isitsdf acritical part of the diagnosis. Dr.
Heubi’ s testimony established that Reye' s Syndrome occurs within 3-7 days, but usualy
within 3-5 days, of exposureto thetriggering illness. After examining al of the potentia
triggering illnesses that Petitioner was tested for in the hospital, Dr. Heubi concluded that
the only virus she was exposed to during the relevant time frame was the hepatitis B vaccine
and thus the hepatitis B vaccine was the only logicid cause for her Reye s Syndrome. “The
time sequence was virtudly dead on for that immunization being her preceding or

prodromal illness” Tr. at 39. Seeadso Tr. at 69.

Where, as here, the tempora relationship between the exposure to the questioned
agent and the onset of symptomsis criticad to a diagnosis, the tempord reationship is
highly probative. “Having demongtrated such a strong tempord relationship, petitioner
must provide ardiable medica or scientific theory explaining acausd link, but under a

less stringent standard than would be required if the tempora relationship was less

probative of acausd link.” Golub v. Sec'y of Dep't of Hedth and Human Servs,, No. 99-

5161, 2000 WL 1471643, at * 3 (Fed. Cir. Oct. 3, 2000) (unpublished opinion) (emphasis
added). The Fourth Circuit reached asmilar conclusion in Westberry, a case involving
toxic exposure to talc, in which the court stated, “Of course, the mere fact that two events
correspond in time does not mean that the two are related in any causative fashion. But,

depending on the circumstances, atemporal relationship between exposure to a substance
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and the onset of disease or aworsening of symptoms can provide compelling evidence of
causation.” 178 F.3d at 265 (citation omitted). The present caseis a case where the
tempord relaionship is highly probative of causation. Given the limited time-frame

between prodromd illness and the onset of Reye' s Syndrome, Dr. Heubi’ s explanation of a
logica cause and effect between exposure to the hepatitis B vaccine and the onset of

Reye' s Syndromeis compdling.

Further, Dr. Heubi explained why the tempord relationship between Petitioner’s
vaccination on December 11, 1996 and the onset of her symptoms on December 16 and 17,
1996 virtualy eliminated Dr. Brenner’ s dternative theory of medica toxicity based on
exposure to Phenergan. Firdt, Dr. Heubi noted that Petitioner’ s vomiting started before she
received the Phenergan and therefore the drug could not have been the cause of her
vomiting. Instead he testified that Reye' s Syndrome was the cause. He also explained that
there are classic responses to Phenergan exposure, such as an increase in bilirubin, which
was not present in Petitioner’s case. These factors confirmed in Dr. Heubi’s mind that a
hepatotoxic reaction to Phenergan could not explain Petitioner’ sillness on December 16
and 17, 1996, which was five days after she had received her second hepatitis B vaccination.
See Tr. at 68, 139-40.

Similarly, the tempord relationship between the vaccination and Petitioner’ sillness
led Dr. Heubi to conclude that Petitioner’ s gastrointestind virusin early December was not
the prodromal illness that triggered her Reye's Syndrome.  Not only had Petitioner’s

gastrointestingl illness been diagnosed more than 10 days before she was hospitaized on
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December 16, 1996 (i.e. outsde the 3-7 day time frame identified for the onset of Reye's
Syndrome), Dr. Heubi further explained that the Petitioner did not present with a
gastrointesting illness when she was admitted to the hospitd. He testified that her records
showed that she did not have diarrhea, but did have pernicious vomiting. The absence of
diarrheaindicated to Dr. Heubi, a gastroenterolgi<t, that Petitioner was not suffering from a
prodromol gastorintestind virus. He thus concluded that Dr. Brenner’ s theory of an
dternative vird illness was not supported by the medical record. See Tr. at 63.

In view of the foregoing, the absence of medica or scientific literature to show that
the hepatitis B vaccine has been linked to Reye s Syndrome is not fatal to Petitioner’s case.
As noted above, Petitioner was not required to present medicd literature to support her
dam. See Grant, 956 F.2d at 1148-49 (affirming the Special Master’ sreliance on the
petitioner’s medical testimony). The Federa Circuit has recognized that a petitioner can
support her case with reliable medica tesimony done. Seeid. at 1147-48 (quoting H.R.
Rep. No. 99-908 at 15 (1986), stating that a petitioner must produce evidence in the form
of scientific sudies or medical testimony); Shyface, 165 F.3d at 1351 (quoting H.R. Rep.
No. 99-908 at 15 (1986)). Here, Dr. Heubi, one of the nation’s expertsin Reye's
Syndrome, explained in detail how the hepatitis B vaccine could serve as atrigger for
Reye s Syndrome. He relied on established medicd literature to explain how any virus can
sarve as atrigger for Reye s Syndrome. Tr. a 61. He also explained that the tempora
relationship between the vaccine exposure and the onset of Reye's Syndrome confirmed his

view, because the vaccination was the only logical trigger identified in the time period
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necessary for Reye's Syndrome to develop. Tr. at 39. The fact that no one knowsthe
precise cause of Reye' s Syndrome does not dter this concluson. Thereisno questionin

the medicd community that Reye' s Syndromeistriggered by a prior vird exposure. Thisis

enough to support areliable medica opinion. In Knudsen, the Federa Circuit expressly
determined that “proof of specific biologicd mechaniams would be inconsstent with the
purpose and nature of the vaccine compensation program.” 35 F.3d at 548.

Accordingly, the court finds that the Petitioner has demonstrated actua causation
through reliable medica opinion testimony, which establishes that (1) the hepatitis B
vaccine caused Petitioner’ s Reye' s Syndrome, and (2) the Reye' s Syndrome led to her
hospitdization and surgicd intervention.

The court notes that at the time that Petitioner filed her petition, the VVaccine Act
only provided recovery for an injury with consequences extending beyond six months or for
death. However, while the petition was pending, the Vaccine Act was amended to dlow
recovery for an injury leading to hospitalization and surgical intervention. See supra note 3.
At the June 2003 hearing, Petitioner thus sought to show both that the vaccine caused her
hospitalization and surgicd intervention and that she suffered sequelae for more than six
months. While Petitioner may not have demongtrated sequelae by a preponderance of the
evidence, Petitioner did put forth sufficient evidence to support a conclusion that the
vaccine more likely than not caused her to suffer from Reye' s Syndrome, which caused her
hospitalization and subsequent surgical intervention. 1t isthe Specid Master’ sfallure to

fully consider this aspect of causation that renders the Specid Master’ s finding on actud
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causation arbitrary and capricious.

The court does agree with Respondent and the Special Master that the record does
not support afinding that Petitioner suffered any long-term effects from her illness with
Reye' s Syndrome. Indeed, Petitioner’s own expert, Dr. Heubi, tetified that children with
mild cases of Reye' s Syndrome, like Petitioner’s, would not likely suffer any long term
effects. He further testified that he did not believe that Petitioner’ s problems following
resolution of her Reye' s Syndrome were rdated to her Reye' s Syndrome: “[i]t is more
likely than not that the level of her encepha opathy that she had with this did not result in
any sgnificant neurological psychiatric sequelae” Tr. a 79. Based on Dr. Heubi's
testimony, the court finds that Petitioner did not prove by a preponderance of the evidence
that she had any sequelae from Reye' s Syndrome after it resolved itself shortly after she
was released from the hospitd in late 1996.

This does not, however, mean that the court agrees with the Specid Master’ s finding
regarding Centrd Sengtivity Syndrome. Whether Petitioner suffers from Centra
Sengtivity Syndromeisirrdevant. It isenough to say that Petitioner established only that
she was hospitdized and had asurgica intervention as aresult of her hepatitis B
vaccinations in December 1996. In this connection the court notes that the Specid
Magter’ s concern that she needed to consider Petitioner’s “entire medical history” when
she refused to focus on the period of Petitioner’ s hospitalization was misguided. A Specid
Master should consider an entire medica history; however, a Specid Master should not

lose sight of the causation question presented. In this case, Petitioner focused her case on

32



her hospitdization and the ilinesses she continued to experience for the next Sx months.
Causation under the Vaccine Act can be established by showing that a vaccine caused a
Petitioner to be hospitaized and to undergo asurgicd intervention. Thus, the Specid
Master needed to specifically address thisissue, in addition to addressing whether
Petitioner’ s condition following resolution of her Reye' s Syndrome and her current
condition were sequelae of her Reye' s Syndrome.

C. The Special Master’s Finding of Alternative Cause Was Not Supported By the
Record

Although Respondent does not contend it established dternative cause for
Petitioner’ s Reye' s Syndrome, hospitdization, and surgica intervention, the Specia
Magter made dternative cause findings. These findings are not supported by the record.
The Specid Master’ sfinding that Petitioner’s Reye's Syndrome could be explained by her
elevated adenovirustiter, as suggested in Dr. Lipnick’s report, must be rgected. Dr.
Lipnick’s statement in his report is refuted by the record.’ Drs. Ratnasamy, Heubi, and
Brenner al recognized that the Petitioner’ s follow-on adenovirus tests indicated that an
adenovirus would not be atrigger for her Reye's Syndrome. See Tr. at 22-23; Tr. at 43;
Resp't Ex. C a 4.

Similarly, the Specid Master’s conclusion that Respondent had established an

dternative cause of Petitioner’ sinjury based on “medication toxicity” is not supported by

17 Because the court has determined that Speciadl Master’ s decision cannot stand, it is not
necessary to reach Petitioner’ s specific objections to her consideration of Dr. Lipnick’sreport in her
decision.
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the record. To begin with, Respondent does not contend that it has met its burden of proof
with regard to dternative cause. See Regp't Suppl. Br. a 10. Nowhereinits briefsto this
court doesit argue that Petitioner’ s hospitalization was caused by some other illness.
Although Dr. Brenner testified that he did not believe that Petitioner had Reye' s Syndrome
and that he believed ingtead that Petitioner’ s vomiting was the result of gastroenteritis, he
never offered aresponse to Dr. Heubi’ s testimony that Petitioner could not have had
gastroenteritis when she was hospitdized because she did not present with diarrhea.
Notably, Dr. Heubi is a gastroenterologist, and Dr. Brenner is not.

Moreover, while Dr. Brenner stated that he believed Petitioner’ s liver problems
were caused by the medications she received, none of the medications identified by the
Specia Master were shown to cause the pernicious vomiting thet led to Petitioner’s
hospitaization in the firgt ingtance.®®  Thus, whileit may well be true that the Petitioner has
had dlergic reactions to medications, the record does not support a finding that Petitioner
was hospitaized to treat an dlergic reaction to medication. For example, Petitioner was
not using Tylenal just prior to her hospitdization; the records show that she stopped using
Tyenlol amonth before. Pet'r Ex. A a 3. Shewas advised to stop taking ibuprofen on
December 5, 1996. Pet’'r Ex. A a 4. Smilarly, the evidence showed that she was not

taking any antibiotic at the time of her hospitaization on December 17, 1996. See Pet'r

18 The medica records indicated that in November 1996 the Petitioner had vomited after taking
Tylenol. However, the records also indicate that she had stopped taking the drug as of November 26,
1996. See Pet'r Ex. A at 3 (noting that Petitioner “[t]akes. . . Advil as Tylenol causes vomiting”).
There was no evidence that the Petitioner was taking Tylenal at the time she was admitted to the

hospitd.
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Ex. A a 4 (noting that Petitioner had finished aten day course of antibiotic on December 5,
1996). Thus, the potentid causes of Petitioner’ s vomiting put forth by Dr. Brenner are not
supported by the record. Given these problems with Dr. Brenner’s opinion, it cannot be
sad that Respondent proved an aternative cause of Petitioner’ s hospitdization by a
preponderance of the evidence. For the Specid Master to find otherwise was arbitrary and
capricious, an abuse of discretion, and otherwise not in accordance with law.
V. CONCLUSION

In sum, the court finds that Petitioner established through reliable medica records
and expert medica opinion testimony that it was more likely than not (grester than 50%)
that the hepatitis B vaccination Petitioner received in December 1996 was the triggering
cause for Petitioner’ s Reye' s Syndrome and that this, in turn, led to Petitioner’s
hospitaization and surgica procedure, i.e. the lumbar puncture. Because the Petitioner
established alogica sequence of cause and effect supported by reliable medica opinion,
she met her burden of proof under the Vaccine Act. Respondent has not shown that an
dternative cause is more likely than not to be responsible for Petitioner’ s hospitdization
with surgicd intervention. Petitioner istherefore entitled to gppropriate relief under the
Vaccine Act.

For these reasons, Petitioner’s Motion for Review is Granted and the Decision of
the Specia Master isREVERSED. The caseishereby REMANDED to the Specia
Madter for further action condstent with this decison. However, given the findings herein,

the parties are encouraged to reach an amicable resolution.
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IT ISSO ORDERED.

s/Nancy B. Firestone

NANCY B. FIRESTONE
Judge
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